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DETAILED ACTION 
Response to Arguments 

1 . Applicant's arguments, see remarl<s, filed 1 1/25/2008, with respect to the 
rejection(s) of claim(s) 1 ,2,6,7,9 and 10 under 35 USC 102(b) have been fully 
considered and are persuasive. The Michelson midline marker appears to not embed in 
the face of the vertebral body. Therefore, the rejection has been withdrawn. However, 
upon further consideration, a new ground(s) of rejection is made in view of Michelson in 
combination with Manglardi et al. (U.S. Pat. No.: 5,665,092). 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claims 1-4, 6-7, 9-10, 56-61, and 63-64 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Michelson (U.S. Pat. No.: 6,224,607) in view of Manglardi et 
al. (U.S. Pat. No.: 5,665,092). 

4. Michelson discloses an anterior method (col. 9 line 25) for implanting an artificial 
disc (implants, for example fig. 29) comprising: 

(a) fixing a position of a midline marker 118 to mark a midline thereof, 

(b) inserting a distraction instrument (fig. 5) into the intervertebral space using the 
midline marker as a guide (via reference marks 118) 

(c) selecting an artificial disc for implantation (fig. 29, for example); and 
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(d) inserting the artificial disc using the midline marker as a guide (fig. 29, for 
example). 

5. Michelson relies on reference marks 1 1 8 on the face of a vertebral body to mark 
the midline of the spine. Michelson fails to show a midline marker that embeds in the 
face of a vertebral body. Manglardi teaches the use of a spinal marker 3 that embeds in 
the face of bone resulting in a surgical marker that accurately marks the location of a 
desired surgical procedure, including providing the surgeon with a reliable indication of 
the location and angle of the intervention on the bone surface (See abstract and col. 2 
lines 16-24). 

6. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have provided the midline marker disclosed by Michelson with a 
marker that embeds in the face of a vertebral body as taught by Manglardi to accurately 
mark the location and angle of the surgical site of Michelson. Such a modification of the 
surgical method of Michelson would have been an obvious modification considering the 
advantages of the Manglardi marker, including increased accuracy. The modification 
would have occurred using known methods and yielding predictable results. 

The implant of Michelson is considered to be an artificial disc because it replaces 
the native disc. A window is removed from the annulus (see fig. 27-29). The disc is fitted 
with trial spacers 291 (see fig. 30 and related description of spacer 291). It is considered 
inherent that the nucleus pulposus would be removed to create such a space. The 
endplates are shaped via a bone compactor 240, which is guided by the midline marker 
(via reference marks 118) and includes shaping blades 244. 
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7. With respect to claims 3-4, 56-61 , Michelson discloses a radiopaque pin 104 
used to verify the disc space. However, this pin is located on the midline marker 
instrument 100. It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to have included the pin on a verification instrument 
separate from the midline marker, since it has been held that constructing a formerly 
integral structure in various elements involves only routine skill in the art. Nerwin v. 
Eriichman, 168 USPQ 177,179. 

8. Claims 12-13, 54-55, and 65-66 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Michelson (U.S. Pat. No.: 6,224,607) in view of Manglardi et al. (U.S. 
Pat. No.: 5,665,092), as applied above, and further in view of Nolan (U.S. Pat. No.: 
6,117,174). 

9. Michelson in view of Manglardi is explained supra. However, Michelson and 
Manglardi lack implanting an artificial disc with endplates, a core and a retention clip. 
Nolan teaches the use of an implant 10 with endplates 18, 20, a core 14 and a retention 
clip C resulting in a prosthesis that is easier to install and has improved integrity. It 
would have been obvious to one of ordinary skill in the art to have modified the methods 
of Michelson and Manglardi to include the implant of Nolan for the purpose of providing 
an implant that is easier to install and has better implant integrity. 
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Allowable Subject Matter 

10. Claims 8 and 62 are objected to as being dependent upon a rejected base claim, 
but would be allowable if rewritten in independent form including all of the limitations of 
the base claim and any intervening claims. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SUBA GANESAN whose telephone number is (571)272- 
3243. The examiner can normally be reached on M-F 7-4. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, David Isabella can be reached on 571-272-4749. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

IS. G./ 

Examiner, Art Unit 3774 



/DAVID ISABELLA/ 

Supervisory Patent Examiner, Art Unit 3774 



